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1 . This international preliminary report on patentability (Chapter I) is issued by the International Bureau on behalf of the 
International Searching Authority under Rule 44 bis.\(a). 

2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

In the attached sheets, any reference to the written opinion of the International Searching Authority should be read as a reference 
to the international preliminary report on patentability (Chapter I) instead. 



3. This report contains indications relating to the following items: 





Box No. I 


Basis of the report 


□ 


Box No. II 


Priority 


El 


Box No. HI 


Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 


□ 


Box No. IV 


Lack of unity of invention 




Box No. V 


Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 


□ 


Box No. VI 


Certain documents cited 


□ 


Box No. Vn 

• 


Certain defects in the international application 




BoxNo.Vm 


Certain observations on the international application 



4. The International Bureau will communicate this report to designated Offices in accordance with Rules 44ib/^.3(c) and 93bis.\ but 
not, except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority 
date (Rule AAbis .2). 
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38586-330001 



International application No. 
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SfaSSSo 1 ^ DEC 2QQ5 



FOR FURTHER ACTION 

See paragraph 2 below 



International filing date (day/montli/year) 
28 January 2005 (28.01.2005) 



Priority date {day/montfi/year) 
28 January 2004 (28.01.2004) 



International Patent Classification (IPC) or both national classification and IPC 
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Applicant 

THE REGENTS OF THE UNIVERSITY OF CALIFORNIA 



1. This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43Z>ft.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Examining Authority ("IPEA") except that this does not apply where the applicant chooses an 
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66. \bis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the 
IPEA a written reply together, where appropriate/with amendments, before the expiration of 3 months from the date of mailing 
of Form PCT/IS A/220 or before the expiration of 22 months from the priority date, whichever expires later. 
For further options, see Form PCT/ISA/220. 

3. For further details, see notes to Form PCT/ISA/220. 





Box No. I 


□ 


Box No. II 




Box No. Ill 


□ 


Box No. IV 


IS 


Box No. V 


□ 


BoxNo. VI 




Box No. VH 


□ 
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Mail Stop PCT, Attn: ISA/US 
Commissioner for Patents 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 

Facsimile No. (571) 273-3201 

Form PCT/ISA/237 (cover sheet) (April 2005) 



Date of completion of this opinion 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


International application No. 
PCT/US05/02722 


1 Box No. I Basis of this opinion 


1 . With regard to the language, this opinion has been established on the basis of: 


■ 


13 the international application in the language in which it was filed 




□ a translation of the international application into _ , which is the language of a translation furnished for the purposes of 
international search (Rules 12.3(a) and 23. 1(b)). 


2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 


a. type of material 




X a sequence listing 




[3 table(s) related to the sequence listing 




b. format of material 




[3 °n paper 




(3 in electronic form 




c. time of filing/furnishing 




13 contained, in the international application as filed. 




. ^ filed together with the international application in electronic form. 




C] furnished subsequently to this Authority for the purposes of search. 

* 




3. □ In addition in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed 
or fomished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as appropriate, were furnished. 



4. Additional comments; 



WRITTEN OPINION OP THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/US05/02722 



Box No, m Non-establishment of opinion with regard to novelty, invent ive step and industrial applicability 

TTu C T* mVenti ° n appCarB to be novel » to involve a " favcntive step (to be non-obvious) or to be 
industrially applicable have not been examined in respect of: nun-oovious;, or to oe 

I 1 the entire international application 
(3 claims Nos, 8-10 and 14-37 
because: 

□ the said international application, or the said claim Nos. 



an international search (specify): 



relate to the following subject matter which does not require 



llSf^ ° IaimS utT" 88 ^^/"^^* *M or said claims Nos. are so unclear that no 
meaningful opinion could be formed (specify): 1 n0 



□ the claims, or said claims Nos. 
formed (specify): 



are so inadequately supported by the description that no meaningful opinion could be 




□ 



□ 



no international search report has been established for said claims Nos. 8-10 and 14-17 



□ 
□ 



SdLtf ^ m te ^ ^ to SeqUenCe »** *° did the 

□ ftaish a sequence listing on paper complying with the standard provided for in Annex C of the 

trss~z^ a iisting was not —* * * *— -» t-S 

fornish a sequence listing in electronic form complying with the standard provided for in Annex C of 

Z^SX^ fee for 1,16 of a sequence Usting in ~»— ,o - 

a meaningful opinion could not be formed without the tables related to the sequence listings- the aoolicant did 
not, within the prescribed time limit, furnish such tables in electmnic form comS ShteSST 
^rments provided for in Annex Cbis of the Aclministrative InstruS^SSl^^^itoMe 
to the International Searching Authority in a form and manner acceptable to It 

1=1 StSS, t0 ^ nUCl6 ° tide "S*" f^ 0 2Cid SeqUmce Ustm «> * fa e,ec *>™ form only, do not comply 
with the technical requirements provided for in Annex C-bis of the Administrative Instructions 

(_J See Supplemental Box for further details. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/US05/02722 



Box No. V Reasoned statement under Rule 43 Ws.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations a nd explanations supporting such statement 

1. Statement 



Novelty (N) 


Claims 5-7 




Claims 1-4 and 12-13 


Inventive step (IS) 


Claims NONE 




Claims 1-7 and 11-13 


Industrial applicability (IA) 


Claims 1-7 and 11-13 




Claims NONp 



.YES 
NO 



YES 



2. Citations and explanations: 

47* U.S M 12 "!? Umier PC 7 ArticIe 33(2) 85 being anlici P ate d by Kiefer et al. (US 5,620,867 and BP 0 409 

"a 18 ST r u 19 T° 80id P eptid " derived *»» bonc ^hogenic protein (BMP), SEQ ID No: ta. Kiefer 
m ah, . T bone morphogenio protein termed Exon 4. Ami™, acids 5-23 are 100% identieal to SEQ 

ID No. la. Additionally, an isolated fiagment of Exon 4 was obtained by tryptio digestion termed Peptide C and is a 12 amino ,,-irl 
Dement of Exon 4, which is 100% identical to SEQ ID No: la from amino acids 7?18. (See Sn*2B o? & a aT.^US and 

Eh?^™ 8 , 1 teaoh ; Pept i deS TT Sing SEQ D N ° : U W thereo£ PharmacTutical compositions of BMP are a£ 

taught which cancontnin other osteoinductive associated factors (see. Column 1 1, lines 4- 17 of the US patent, and p 8 lines 45-52 of 
the EP patent). The express statements in Cairns 1-7 and 1 1-13 which indicate properties, such as the peptide increases osTogen sis of 
BMP-2 is recognized as an inherent property of the Kiefer et al. peptides. Thus, claims 1-4 and 12-13 lack novelty. e °8 enesls 

^r^J V 3 !"* rv e r iVe S 1 P underP( :T Article 33(3) as being obvious over Kiefer et al. (as cited above) in view of 
Carano etal. The teachings ofKieferetal. are recited above. ' 

However, what Keifcr et al. fail to teach is the inclusion of the specific transforming growth factor-beta (TGF-beta) proteins in 
a composition comprising SEQ ID No: la or fragments thereof. ^ W; P roIelns 10 

.. ^ t, Cara ™ eta V? ehthatmembOTofthe ^^ 

r. ^n' beCa f e , Keif ^. Ct /': ,each ^ ** Ph^eutical compositions can also contain other osteoinductive associated 
oS, £f™ T H 81 eS ? n' , ? h *" BMP ' 7 ' ? MP " 2 flnd TOF - beta « in fttCt "^inductive proteins, tl,en it would haTbeef 

n ^ *? m , ,he "! ta , C ° mbine peptidc of ^ «* al ° ne ° f 4he osteoinductive proteins into a stogie 
composition. Consequently, the claims lack an inventive step. prawns mio a single 

^i!^ 1 " 7 ""i 3 mCet ^ ^ Ee, r' h 1501 Article 33 W' and thus P ossess fadust ™' applicability because the subject matter 
claimed can be made or used m industry. The peptides, compositions and medicaments can be utilized in the biomedical fie d fbrtone 
regeneration/repair and thus would be useful in the medical field. oiomeoicai neia lor Done 
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